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13. 510(k) Summary per 21&CR807.92

Date Prepared, May IlO;02013 N

Submitter.Information Wright therapy.KProducts2o ol
]103-B InternationialDrive:
Oakdale, PA I5071 3907

Telephone: 800-631w9535
Fax: 724-695-0406

4 Contact Person Carol Wright, Chidf Technology Officer

Proprietary name of. Device. Wright: Gradient 52 - Torso and Wright 51I Torso
Common Name: Pneumnatic compression pump

Device Classification: 21-CFR 870.5800; Class 11,
Sleeve, Limb, Comipressible
Product Code lOW

Predicate Device Wright 51 and S2'Sequential Compression System
(K07 1040)

Device Description:

The Wright Gradient 52 - Torso and Wright 51 -. Torso~consists ofa pneuniatic'compressi on pump, a
hose assembly,.and associated inflatabl e appliances. It is typicalIly usedto compress upper and lower
body extremities and portions of the torso.

The pump consists of an enclosure that contains a small air compressor, solenoid valves, printed circuit
board. including a programmable microprocessor, graphic display, and associated electronic circuits and
pneumatic connections. Software controls the sequential. opening and closing at the solenoid valves,
which are connected to five (5) external pressure pants.

The appliance assembly is made of fabric and consistsof one or two limb appliances (for an arm orlg ana os plac~o boeo hs ra. nbia plac opie orcls.ih

the diumensions of the apinedpnetuo thphscn'-order and the patienit's limb

maulmelympher ainae mwas p ariies and ithene to aiproe: lympa ti andlvenous rr

eccaineo the aienn thaplacdeednupntepyii sorradteptet'
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Intended Use

Wright. Gradient 52 - Torso, and, Wright 51 - Torso is for treatmnent of lymphedema, venous
insuifficiencies, and other edematous conditions.

Summary of technological characteristics compared to the predicatedevices.

The Wright Gradient 52.- Torso and Wrigjt5l -, Torso has-die following similarities to the
technological chamacteristicsof the: previously cleared predicate device: Wright: :51 and 52 ISequential
Compression.Systeni, K07 1040>:

* Same intended use
0 Same operating principle

* Same fundamiental scientific technology
* Same pump design
0 Same materials used

* Similar appliance designi
' Similar Compression sequence

The Wright Gradient 52 - Torso andWright 51 -. Torso has the following differences in technologicalIcharacteristicstof-thepreviousl Iy .cleared predicate devi .ce( :CWrighlt 51, a nd 52 Sequential Compression
System, K071040)f-

* The maximum pressure on the torso cell has been reduced t630 mmHg.

* The appliances have beenchanged to include torso appliances and 4-cell limb appliances.

a The inflation se4tiend6 has been reviied.

The software algorithm for inflation and deflation is revised to accurately control pressure
during the variable therapy program and the unique geometry of the torso cells.

Summary of nodn-clinical testing submitted, referenced, or relied on in the 510(k)

The evaluation of the device consisted'of risk analysis to confirm that the dlevice is as safe as the
predicate devices and bench tests to verfWi conformity to performance specifications. Bench performance

testing consisted of measurements of tbe'sequefice sequen~ces,timing, ahdjpressure of therapy delivery
along with verification of the fiinctibnallity 6f the operator interface. Retch performnimce testing was
performbedto vtifjequivarnt prformiance. All testSwere verified to meet acceptance criteria.,

Conclusion

ased on theabove, we concluded-that the Wright Gradient 52 -Torso and Wright 51 - Torso is
substantially.equivalent to the ideniified.legally marketed predicate device, is safe and effective f6r its
intended use, and perfrms as well as the predicate device.

End ofsectidh.
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November 20, 2013

Wright Therapy Products
Ms. Carol Wright
Chief Technology Officer
103-B International Drive
Oakdale, PA 15071-3907

Re: K131387
Trade/Device Name: Wright 51 - Torso

Wright Gradient 52 -Torso
Regulation Number: 21 CER 870.5800
Regulation Name: Cardiovascular
Regulatory Class: Class 11
Product Code: .10W
Dated: August 21, 2013
Received: August 23, 2013

Dear Ms. Wright:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premnarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.

The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.nov/MedicalDevices/ResourcesforYou/lndustry/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.g-ov/MedicalDevices/Safetv/ReportaProblem/default.htmi for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other genera! information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-204) or (301) 796-7100 or at its Internet address
httv://www.fda.gov/MedicaiDevices/ResourcesforYou/industrv/default.htm.

Sincerely yours,

for Brai Zuckerman, MD
Director, Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



CONFIENTIA

6. hndeations for Use

5I10(k) Number (if ]mown): K1313R7

Device Name: Wright Gradient 52 - Torso and Wright 51 - Torso

Indications For Use:

Wright Gradient 52 - Torso and Wright 51 Torso are for treatment of lymphedema, venous
insufficlencies6 and other edematous conditions.

P1i nluu Use .2.X AND/ORk Over-The-Counter Use _

(Part 21 CFRSOI1 Subpart D) (21 CFRSOI1 Subpart Q

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRHt Office of Device Evaluation (ODE)
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